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REMARKS 

Reconsideration and withdrawal of the rejections of the claims, in view of the remarks 
and amendments herein, is respectfully requested. Claims 1 and 4 are amended, and claim 8 is 
cancelled. Claims 1-7 are now pending in this application. 

The amendment to claim 1 is supported by claim 12 as originally filed. Claim 4 is 
amended to correct a typographical error. No new matter is added by way of this amendment. 



Double Patenting Rejection 

The Examiner provisionally rejected claims 1-8 under 35 U.S.C. § 101, alleging that the 
same invention is claimed by claims 1-9 and 12 of co-pending U.S. patent appHcation Serial No. 
10/336,224. Claim 8 has been cancelled, thus rendering this rejection of claim 8 moot. As this 
rejection may be maintained with respect to the pending claims, it is respectfiilly traversed. 

When determining if a statutory basis for a double patenting rejection exists, the question 
to be asked is: Is the same invention being claimed twice? 35 U.S.C. § 101 prevents two patent 
form issuing on the same invention. "Same invention" means identical subject matter. M.P.E.P. 
§ 804.n.A. 

Claims 1-7, as amended, are similar to those pending in U.S. patent application Serial No. 
10/326,224. However, they differ in that the claim 1 of the instant application, upon which 
claims 2-7 are dependent, recites "wherein the topical anesthetic is an aminoalkylbenzoate," 
whereas claim 1 in U.S. patent appUcation Serial No. 10/326,224 recites "wherein the topical 
anesthetic is N-aryl amide or carboxamide." Thus, the claims are not identical. 

Withdrawal of the statutory double patenting rejection is therefore respectfully requested. 

S772 Rejection of the Claims 
The 35 U,S.C ^112 Rejection of the Claims 
The Examiner rejected claim 1 under 35 U.S.C. § 112, first paragraph, asserting that the 
specification does not reasonably provide enablement for "all neutrophil-associated pulmonary 
diseases." At page 3 of the Office Action, the Examiner states that Applicants' specification is 
enabling for "chronic obstructive pulmonary disease (COPD), chronic bronchitis (CB), cystic 
fibrosis, a-1 antitrypsin deficiency, pulmonary emphysema, adult respiratory distress syndrome 



AMENDMENT AND RESPONSE UNDER 37 C.F.R. § 1.111 Page 5 

Serial Number: 10/683808 J^kt: 150.206US2 

Filing Date: October 10, 2003 

Title: METHOD OF TREATING NEUTROPHIL-RELATED DISEASES WITH TOPICAL ANESTHETICS 

[and] idiopathic pulmonary fibrosis." The above amendment to claim 1 is believed to obviate the 
Examiner's ground for rejection. Accordingly, withdrawal of the 35 U.S.C. § 1 12, first 
paragraph, rejection is respectfiilly requested. 

^ 103 Rejection of the Claims 

The Examiner rejected claims 1-8 under 35 U.S.C. § 103(a) as being unpatentable over 
Gleich et al (U.S. Patent No. 5,631,267). The cancellation of claim 8 renders this rejection to 
claim 8 moot. As this rejection may be maintained with respect to the pending claims it is 
respectfully traversed. 

To establish a prima facie case of obviousness, three basic criteria must be met. First, 
there must be some suggestion or motivation, either in the cited reference itself or in the 
knowledge generally available to an art worker, to modify the reference so as to arrive at the 
claimed invention. Second, there must be a reasonable expectation of success, i.e., that the 
invention would be operable. Finally, the prior art reference must teach or suggest all the claim 
limitations (M.P.E.P. § 2143). The teaching or suggestion to make the claimed invention and the 
reasonable expectation of success must both be found in the prior art, not in Applicant's 
disclosure (M.P.E.P. citing with favor hi re Vaeck , 20 U.S.P.Q.2d 1438 (Fed. Cir. 1991)). 

The claims, as amended are directed to a method for treating a neutrophil-associated 
puhnonary comprising locally administering to the respiratory tract of an afflicted human an 
amount of a therapeutic preparation comprising a topical anesthetic effective to counteract the 
symptoms of the disease, wherein the topical anesthetic is an aminoalkylbenzoate, and wherein 
the disease is selected fi-om chronic obstructive pulmonary disease (COPD), chronic 
bronchitis (CB), cystic fibrosis, a-\ antitrypsin deficiency, pulmonary emphysema, adult 
respiratory distress syndrome, and idiopathic pulmonary fibrosis. 

Gleich et al disclose that a topical anesthetic, such as an aminoalkylbenzoate, can be 
used to treat an eosinophil-associated disease, such as bronchial asthma (abstract; column 5, line 
65-colimin 7, line 11). In Examples 1 and 2, Gleich et al disclose that in assays conducted to 
determine the inhibitory effect Udocaine had on eosinophils collected fi-om asthmatic subjects, 
neutrophils were removed as "contaminating cells" (column 9, line 14). Besides referring to 
neutrophils as contaminants in their assays, Gleich et al do not disclose neutrophils at all, let 
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alone disclose or suggest a method for treating a neutrophil-associated pulmonary disease such 
as chronic obstructive pulmonary disease (COPD), chronic bronchitis (CB), cystic fibrosis, a-1 
antitrypsin deficiency, pulmonary emphysema, adult respiratory distress syndrome, or idiopathic 
puhnonary fibrosis. Therefore, Gleich et al do not teach or suggest all the limitations of the 
pending claims. 

Given that at page 4 of the Office Action the Examiner concedes that Gleich et al. do not 
teach treating a neutrophihc-associated puhnonary disease, such as chronic bronchitis, it is 
respectfiiUy submitted that the cited art does not disclose or suggest all the limitations of the 
pending claims. Thus, the claims of the present invention are not obvious over Gleich et al 

At page 4 of the Office Action, the Examiner alleges that "one of skill in the art would 
have been motivated to administer . . . aminoalkylbenzoate to treat chronic bronchitis . . . since 
[Gleich et al] teaches aminoalkylbenzoate to treat bronchial asthma." However, Applicants 
assert that the cited art does not contain a suggestion or incentive that would have motivated the 
skilled artisan to modify the reference. In re Sang Su Lee, 61 U.S.P.Q.2d 1430-1436, 1433 (Fed. 
Cir. 2002). Moreover, Applicants respectfully submit that the Examiner has not established that 
either the cited document or the knowledge generally available to an art worker at the time the 
application was filed provides a suggestion or motivation to modify the cited documents so as to 
arrive at Applicants' claimed invention. The teaching or suggestion to arrive at the claimed 
invention must be found in the prior art, not in AppUcants' disclosure. M.P.E.P. § 2143 citing 
with favor. In re Vaeck, 20 U.S.P.Q.2d 1438 (Fed. Cir. 1991). The Examiner must provide 
specific, objective evidence of record for a finding of a suggestion or motivation to combine the 
reference teachings and must explain the reasoning by which the evidence is deemed to support 
such a finding. In re Sang Su Lee. 61 U.S.P.Q.2d 1430-1436, 1433 (Fed. Cir. 2002). Mere 
conclusory statements do not fiilfiU the Examiner's burden. Id, 

The Examiner is urged to consider that the present application discloses that chronic 
bronchitis is caused by neutrophilic bronchial inflammation (page 1, lines 15-19; page 2, lines 7- 
10 and lines 15-17). In contrast, asthma is not a neutrophilic lung disease, but rather is an 
eosinophilic lung disease. Asthma is associated with the presence of eosinophils, particularly in 
sputum. As evidence of this, the Examiner is urged to consider Gleich et al (of record), wherein 
it is disclosed that bronchial asthma is characterized by the presence of eosinophil exudates. 
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normal and degenerating bronchial epithelial cells, and the presence of clumps of epithelial cells 
in the bronchial lumen (column 1, line 65-column 2, line 4). As additional evidence, the 
Examiner is respectfully requested to consider Pizzichini et aL, Am. J. Respir Crit. Care Med.. 
154. 308-3 1 7 (1 996) (a copy is attached). 

Pizzichini et al examined cells obtained from sputimi samples collected from healthy 
subjects, asthmatics and smokers with nonobstructive bronchitis (abstract). Pizzichini et al 
disclose that the asthmatics had a higher proportion of eosinophils than the healthy subjects and 
the smokers with nonobstructive bronchitis (median percent of 5.2 vs, .5 and .3) (abstract; page 
313, left-hand column). Moreover, regarding the asthmatic subjects, Pizzichini et al disclose 
that "neutrophils [are] not associated with presence or absence of symptoms, nor with the degree 
of airflow obstruction" and, regarding neutrophils, "their role in the pathogenesis of asthma is 
still unclear" (page 316, left-hand colunrn). 

Applicants respectfiiUy assert that the Examiner has not provided appropriate evidence or 
explanation for a suggestion or motivation to modify Gleich et al so as to arrive at the presently 
claimed invention. Thus, it is respectfiiUy submitted that because asthma and chronic bronchitis 
are distinct diseases, one of ordinary skill in the art would not have been motivated to treat a 
neutrophil-associated pulmonary disease with an aminoalkylbenzoate based upon the teachings 
of Gleich et al Applicants' respectfiiUy submit that a prima facie case of obviousness has not 
been estabUshed. Withdrawal of the 35 U.S.C. § 103(a) rejection is therefore respectfiiUy 
requested. 
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CONCLUSION 

Applicants respectfully submit that the claims are in condition for allowance, and 
notification to that effect is earnestly requested. The Examiner is invited to telephone 
Applicants' attorney at (612) 371-2106 to facilitate prosecution of this application. 

If necessary, please charge any additional fees or credit overpayment to Deposit Account 
No. 19-0743. 

Respectfully submitted, 
GERALD J. GLEICH ETAL. 
By their Representatives, 

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. 
P.O. Box 2938 
Minneapolis, MN 55402 
(612) 363-6900 

Date tt J(A^ 2,i?o4- 
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